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Virucid ;acy of a Disinfectant for Use on Inanimate Envirohnment Surfaces

PURPOSE

The purpiose of this.study Is to evaliaie the virucldal efficacy of a'test subsfance for regislrallon of a produci as a
viruclde. The lest procedure [s to simulate the way in which the product is Intendéd to be used, This meltiod is [n
complignea with lhe requifements of and mey ‘be submiited to, one or more of the follawing agencles &s Tndléatéd by
ihe Sponsor; U:S. Environmenla) Proléclion Agenty (EPA), Health Canada and Ausfralian Therapeulls ‘Goods
Adminlairation (TGA).

TEST SUBST GECHARACTERIZATION
Accdrding lo.4v CFR, Parl 160, Subparl F [160,105] fest substance characterlzalion as fo idenlity, sirenglly, purity,

solubllity and mmposluon, as appllcabie shall bé docurmanted beforé ls | usé in this sludy Thie stabilily of he test
substance shall be delermined prior lo or concurrantly with this sludy. -Parlinent infarmation, which may affect tlig
outcome of this study, shall be communicated In writing to he Biud y Director upon sampla submisston ta Acouralus
Lab Services, Accuratus Lab Services will append Sponsor-provided Cortificates of Analysis (C of A) to thls study
report, If requested and suppliad. Characterlzation and stabflily studies not performed following GLP tegulationa
will be noted In ihe Goed Laboralory Practice compliance statement.

SCHEDULING AND DISCLAIMER OF WARRANTY

Experimentalstarl dates are generally scheduled on a first-comelfirst-serve basls onee Accuratus Lab Services recelves
{he Spansof spprbvedlcumpleled protocol, signed fee schedufe and corresponding test substance(s). Based on all
raqulted materals being récejved at this lime, the piohoged experimental start date ls September 24. 2018, Verbal
restills may be given tipon complehon ofthe sludy with, & written report to follow on the proposed coi  stion date of
Qclober 22, 2018, To expedile scheduling, please ba sure all required paperwork and test substance uwcumentaticn
is complete!accurate upon artlval at Accuratus Lab Services.

if a test must be repeated, or & portlon of It, because of failure by Accuratus Lab Services to adhere fo speclfied
procedures, It will he‘répealed free of charge. If a test must be repeated, or a portion of it, due to fallure of internal
controls, It will be repeated free of charge. "Methods Davelopment® fees shall be assessed however, if the test
substance andfor test systemn require mediflcations duo to complexity and difficulty ¢ sting.

If the Sponsor requests a repeat test, they will be charged for an addit/onal test.

Nelther the name of Accuratus Lab Services norany of its employees are ta be used in advertising or other promotion
without written consent from Accuratus Lab Services.,

The Sponsoris réspansible for eny refettion of the final reporl by the regula(ory agency of lls submission concerning
report format, pr~'~alion, etc, To prévent rajecllon Sponsor should carefully review the Accuratus Lab Services
finelvepartand t ¥ Accurstus Lab Services of any perceluad deficléndles in ihess aréad before submlsslon of the
repont fo the reguiatory agency, Accuratus Lab Services will maka reasohable chaniges deemed Recessdry by the
Spansor, without aliaring {he technical data,

JUSTIFIGS ~“N FOR SELECTION OF THE TEST SYSTEM

Regulatory _ ricfas requirs thal a spaclfic virucidal ‘clalm for a disinfectant Intended for usé on hard surfaces bé
supported by appropiiate scienllfic data demonéirating the efficacy of ihe'tesl subsiance agalnst the- claimed irus.
Each agency will accept adetjuale dala generated by-any appropriaté technique In support of a virucldal efficacy
claiim, This |s atcomplished by trealing the targat virus with the distafeslant (lest subs!ance) under condltions,
which simulate as closely as possible, In the laboratory; the.adtual conditions undder which the, dlsinfeclanl Is
designed to he Used. For disinfestant prodiels Intended for-use on hard surfaces (dry, inanimate envirehmental
surfacas), a carrler method Is usad in the generafion of the supporting virologlval data. The MDCK cell line, which
supports the growih of {he Inflyenza B virus; will be used in this study. The experimental design in ihls protocol
meets these requirements.
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TEST PRINCIFLE

Aflim of virus, died on a glass surface, s exposed o the test substance for a specified exposure llme. At the end

of the exposure fime, the virucidal and cytotoxic actlvities are removed from the vlsus-test substance mixture, and
e mixlure is assayed for viral infectivily by an accepted assay method. Appropriate virus, test substance

uytotoxicily, and neutrafizaticn controls are run coneurrently,

R 4 et
Buvun Vil will be prepared In parallel and used as follows:

The approptiate number of fllms for sach balch of test substance assayed per exposure time requested.
The appropriate number of films for virus control fitrafion (fiter of virus after dryfng) per exposure ime requested,

The Inoculated carriers are exposed to the test substance for the Sponsor specified exposure fime, At the end of
the specltled exposure time, resuspendad virus-test substance mixtures will be detoxified and made non-virucldal
by Immedlately adding the contents to a Sephadex gel flilfatjon column followed bv 10-fold serlal dilutions in test
mediu  Each dllution Is inaculated Into Indicator cell culliiigs, The resuspended s ~nntrol film and each batch
of tesl substance elone will be traated in exactly tha same manner, For analysis orinfe  sity, cultures will be held
for the appropriate incubatton period at the end of which time cultures will be scored for the prasence of the test
virus, Cultures will be monitored at that time for cell viabllity. Uninfected indicator cell cultures will be carrled in
paraliel and similarly monitored. For analysls of cytotoxicity, the vialillity of cultures inoeutated with dilufions of each
testandc  toxiclty control will be determined. In addition to the above  atlons for linfectivily and cylotoxicity, the
residual v ucidal activiy of the test substance after neutrallzation will be uet=rmined by adding = low tlter.of slock
virus to each dilufion of the fest substance (cylotoxiclty contral dilutiona). 2 resulting mixtures of dilutlons are
assayed for infectivity In order to determine the dilution(s) of fest substanse at which virucidal activity, If any, Is
retained.

VIRUS

ve BfHong  ong/5/72 strain of Influanza B virus to be used for this study was obtained from the American Type
vif*e Collection, Manassas, VA (ATCC VR-823), Stock virus it -epared by collecfing the supernatant culture
flui  om 75-100% Infacted cullure cells, The cells are disrupted «..d cell debris removed by centrifugation. The
-supernatant 1s removed, aliquoted, and the high titer stock viris may be stofed at < -70°C until the day of use.
Alternate methods of viral propagation may be utilized based on the. growth reguirements of the virus, The
prepagaltion method will be specifled in the raw data and in the report. @n the day of use the appropriate number
of eliquots are removed, héiwad, combined (if appiicable) and malntalned at a refigerated temperature until used
In the assay. Note: If the Sp:msor requests an organic soll load challenge, fotal bovine serum (FBS) or the
requestad organic soli will be Incorporated Into the stock virus allquot. The stock virus aliquot will be adjusted to
yield the percent organlc soll load requested.

INDICATOR GELL CULTURES

Guilires of MDCK (canine k{dney) coflls were orlglnally obtained from the American Type Cullure Collection, Manassas,
VA (ATCC CCL-34). The cells are propagated by Accuraius Lab Services personnel. The cells are soeded Into
miultiwell cell cuiture plaies and maintained at 38-38°C in a humnidifled atmosphere of 5-7% COz. The confluency of the
cells will be appropriate for ihe test virus. MDCK cefis obtained from an alternate, reputable source may be used. The
source of the celle will be specified In the final raport.

All cell culiure documentation Is retained for the cell cultures used In this assay with respect fo source, passage number,
growth characterlstics, eeeding densltles and the general condltion of the cells.
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e teE xdiim used for this essay Is Minfmum Essential Medlum (MEM) supplemented with 0-10% (v/v) heat
inactivated fata! bovine serum. The medium may also be supplemented with one or more of the following: 10 pg/mL.
gentamicin, 100 unite/mL penlcliin, 2.6 pg/ml. amphotericin B, 1.0-2,0 mM L-glulamine, and 6.5 — 6 pugimL trypsin. The
composilion of the test medium may be altered based on the virus andlor gells. The composition of the medium will be
speclfied in the raw dats and in tha repor.

PREPARATION OF TEST SUE~~*“'CE
The difulion of testsubstance(s) used as recommended by the Sponsor. The product will be pre-squllibrated

to the deslred test temperature If applicable,

ST ARATION OT '3 FILMS

vonee SfViTUS WIlE red hy spreading 200 pl. of virus inoculum | ormly over the boltom of the appronriate
number of 100 X 16 mm stetile glasa petr! dishes {without touching the ~«.2s of the petri dish). The viruswi 2 air-
driad at 10°C-30°C unfll visibly dry (220 minutes). A calibrated timerw e used for timing the drylng. The arying
conditlons {temperature and humldity) will be appropriate for the test virus for the purpose of obtalning maximum
survival Tollowing drylng. The actual drying conditions, drying time and ¢ rated timer used will be clearly

documenied.

One dried virus fllm per batch of test substance will be assayed uniess otherwise requestad,
ST METHOD

Preparation of Sephadex Gel Filtration Columns

To raduce the cytotoxic level of the virus-test substance mixture prlor to ==eay of virus, and/or to reduce the virucidal
level of the test substance, virus Is separated from the fest substance by ation through Sephadex gel. The type of
Sephadex used will be spieiffed In the final report.  On the day of teoung, Sephadex columns are prepared by
centrifuging the prepared Séphadex gel In sterile syringes for three minutes to clear the void volume, The columns are
now ready to be used In the assay.

Input Viras Contral
On the day of tesling, the stock virus utlized [n the assay wiil be fitered by 10-fold serial dilution and assayed for
infectivily to datemmine the starting liter of the virus, The results of this control are for Informational purpases only.

Treatment of Virus Films with the Test Substance

For each baich of test substance assayed, the appropriate number of dried vkus fiims are Individually exposed to a
2,0 mL aliquot of the use dilution of the test substance (llquld producis), or'lo he amount of spray reledsed uUnder us¢é
conditions (spray products) and held covered for the speclfied expostre ime{s) and temperature. A calibrated imer
will be used for timing the exposure. The actual temperatire will be tacorded. Jusl prior 1o the end of the exposura
tlime, ihe plates are individually scraped with a cell séreper to resuspend the contenis and at the end of tha exposure
time the virus-test substance mixtures are Immediataly passed through Individual Sephadex columns ufilizing the
syringe plungar in oider ta defoxify the mixiure. The filtrata {10 dilulion) Is then titered by serlal dilullon and assayed
for infectivily arid/ar eytétoxtclty, ‘To further eld In Ihe removing of the &ylotoxlc elfecls of lhe test substance o the
Indicatar eell cultures, Individual difulioris may be passed through additional individual Sepliadex colimis.

Treatment of Dried Virus Control Film )

The approptiate number of virus films are prepared as degciibed previously for each exposure fime assayed: The-virus
oontrol films are run in parallet to the test virus but a 2.0 mi. aliquot of test mediun Is added In lleu of thé test substance.
The virus cantrol films are held coverad and exposad to the lest medlum for the same expbsure ime sfid at the same
exposure lemperalure as the test filnis are exposad to Ihe lest substance, A caltbrated Umer will be used for liming the
exposure and the solual fempatature Wil be Tecorded. Just prior {9 the end of the-exposure time, the virus fiims are
individually scraped as previously described and &t theé enhd of the exposura tme the miktdres are Immadiately passed
thfough Individual Saphatlex collimns Utliizing the syringe plunger. The lirate(10-1 diutioh) Js then Htared by setfal
dilution and assayed for Infedtivily. If addllional Sephatlex columns were used 1o {urther reduce the cytotoxlc éffects In
the test substance assay, the same dilutions of the virus conlrol will be passed through additlonal Individuat Sephadex
columns,
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Cytotoxielty Control

A 2.0 mL aliquot of gach batch of test substance {liquid products) or the amount of the test substance recovered
wheh sprayed onilo a stéille, pelrl dish (sprdy producls), Is Mitered through a Sephadex column wtilizing the syringe
plunger and the. ﬂllra!e is diluted serially in medium and inoculated into call cultures for assay of cytotoxicity
concurrently with the virus contral and test substance-lreated virus samples, For spray products, the cytoloxicity
ofitrol will be held covered for the longest requested exposure time at the requested exposure femperadture, A
aalibrated timer wiil be used for timing the exposure, If additional Sephadex columns were used fo {upthérréduce the
cytoloxic effects n the test substance assay, the same dilulions of the cytatoxiclty control will be passed through

additlonal individuat Sephadex cofumns.

Assay of Non-Virucidal Level of Test Subsfance (Neutralizc n Control)

Each dilution of the neutrallzed tes{ substancé (eytotoxiclty conlros dilutions) will be challanged with an aliquot of low
fiter stock vlrus to determine the dilution{s) of test substance at wiiloh virugidal activity, If any, is retained, Dilutions that
show virucidal activity will not ba consldered In detarmining reduction of the virus by the test substance.

Using the oylatoxlcily aontrol dilutions prapared above an addittenal set of indicalor cell cultures will ba Inaculated
‘wilh a 100 1L =aliquot of each dijulion {n quadruplicate, A 100 quot of low liler stock virus will be Ingoufated
Into each céll cultvré well and ihe Indlcator cell cullures wi 2 »incunated along with the lest and virus conlrol plates.

Infectivity Assays

The MDCK celf line, which exhibits cytopathic effect (CPE) Ih the presence of Influenza B virus, will be used as the
Indlcator cell fine In the Infectlvity assays. Cells in multiwell c-*+re dishes wlil be Inoculated in quadruplicate with
100 uL of the dllutions prepared from test and confroi groups, 2 input virus control will be inoculated In duplicate.
Uninfecied indicator cell culiures (cell controls) will be Inocuwated with test medium alona. The culiures are
Incubated at 36-38°C In a humidifled atmasphere of 5-7% CO: In sterlle disposable cell culiure labware for
approximately seven'days. Peribdically throughout the incubation time.the cultures will be microscoploally observed
for the absence or presente of CPE, eytdtoxicily and forvl  lify. The observations will be recorded on the raw data
wotkshasts; anly the results from the final observalions wa ve reporad.

DATA ANALYS]S

Calculation of Titers
Viral and oytotoxicily {iters will be expressed as -logie of the 50 percent fitration endpoint for Infectivity (TCIDsd) or
cytotoxicity (TCDsa), respectively, as calculated by the method of 8pearman Karber,

- Log of 1st dilutioninoculated —~ [[(Sum ol'% lndr(:l;l;' _al_-mdl,.dilulloll) - O.SJ » (logaritfim of diiutioﬂ)]

Calculatlon of Log Redction
Dried Virus, Conlrol Logis TCIDs — Test Substance Logse TCIDso = Log Reduction

If multiple dried virus control repiicates-ar¢  arformed, the average titer of the replicates wiil be calculated and the
average titer will be used to calculale the loy :eduction [o viral titer of the Individuel test replicates.
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PROCEOURE FOR T~ 'TIFICATION OF T EST 3TEM

The spaclalized vlrit..,, tesling section of nwuralus Lab Sqrvlces malntains Standard Operafing Pracedures
(SOPs) relative to virucidal efficacy testing studies. Virugidal efficacy testing is parformed In strict adhdrence to
these SOPs which have been constructed to cover all aspects of the work Including, but not limited to, receipt, log-
In, and tracking of biological reagents including virus and cell stocks for purposes of Identification, recelpt and use
of chemical reagents including cefi cutiure medium components, etc. These procedures are designed {o document
each step of virucldal efficacy tesiing studies. Appropriate references to medium, baich number, etc. are
documented In the raw data collected during the course of each study.

Additicnally, each virucidal efficacy test s assigned a unique Project Number when the Study Direclor inlilates the
protocoi for the study, This number Is used for idenfifloation of the test culture plates, ete. during the course of the
test, Test cullure plates are also labsled with reference fo the test virus, experimental start date, and {est product.
These measures are designed to documnent the |dentity of the test system.,

METHOD FOR CONTROL OF BIAS: N/A

STUDY ACCEPTANCE CRITERIA
Only the applicable acceptance criletia and references for the regulatory agency reviewing the data will be included

in the final report.

U.S. EPA, Health Canada, and Austratian TGA Submission

A valid test requires 1) that at least 4 logiw of Infectivily be recoversd from the drled virus contral flm; 2) that when
cylotoxiclty is evident, at least a 3-log reduction In titer ls demonstrated beyond the cyfotoxic lsvel; 3) that the cell
controly be hegative for Infecilvity. If any of the previous requirements are not met, the test may be repeated under
the current protocol number, Note: An efflcacious product must demonstrate complete inectivation of the virus at

afl diiutlons,

If the test substance falle to meet the test acceptence criteria and the difed virus control fails to meat the control
acceptance criteria, the study s considered valid and no repeat testing is necessary, unless requested by the
Sponsor.

If any portion of the protocol Is executed incorrectty warranfing repeat festing, the test may be repeated under the
current protocol number.

FINAL REPORT
The répdr wilt Include, but not be limlted to, Identiflcatlon of the sample and date yecelved, dates on which the test

was Initlated and completed, identification of the virus straln used and composition of the Inoculum, description of
celis, medium and reagents, description of the methods employed, tabulated results, calcutated fitars for infectivity
and cytotoxiclty, and a concluslon as it relates to the purpose of the test, A drafl reporl may be requested by the
Sponsor. The final reporl will be prepared once the Sponsor has reviewed the draft report and notifled the Study
Director to complete the study.

PROTOCOL CH* “*E
If It becomes nab......ary to make changes in the approved proiocol, the revislon and reasons for change will be

documented, reported lo the Sponsor and will bacome a part of the permanent file for that study. Similterly, the Sponsor
will be noflfied as soon as possible whenever an event oceurs that may have an effect en the validity of the study.

TEST SUBSTANCE RETENTION
Test subslance retenllan shalt bé the responsibility of the Sponsor. Unused test substance will be disgarded

following study completion unless otherwise requested.
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RECC™™ RETENTION

Study Specific Documents

All of the orlglnal raw data davelopad exclusively for this study shall be archived at Accuratus Lab Services for a
minimum of five years for GLP studies or a minimum of six months for all other studles following the study complefion
date, Afterthis time, the Sponsor (or the Spohsor Reprasentative, If applicable) will be centacted to determine the
final disposition. These orlginal data include, but are not limited to, the following:

1

Nom Ao

All handwritten raw data for confrol and test substances Including, but not limited to, notebooks, data
forms and caleulations.

Any protocol amendments/deviation nofiflcations,

All measured data used in formulating the final report,

Memoaranda, specifications, and other study spacific correspondence rafating to interpretation and
evaiuatlon of data, other than those documents contalned in the final study report.

Orlglnal signed protocal,

Certlfled copy of the final study report,

Study-specific SOP devlations made during the study.

Facllity Spacific Documents

The following records shall also be archived at Accuralus Lab Services. These documents include, but are not
limited 1o, the following;

1.
2,

4,
5.

6.

S0Ps which periain to the study conduoted.

Non study-spealfic SOP deviations made during the course of this study, which may affect the resuits
obtained durlng this study.

Methods whilch were used or referenced in the study conducted.

QA reports for each QA Inspection with comments.

Facllty Records; Temperature Logs {amblent, Incubator, elc,), Insirument Logs, Callbralion and
Malntenance Records,

Guirent curriculum vitae, fralning records, and job descriptions for all personnel [nvolved in the study.,

FROPOSED STATISTICAL METHODS: NiA
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§ Y FORMATION

(Al blank seclions teo Vaiifiad by ihe Sponsor o apopsor repiaserilativ as finkod to Ihelr skyaliie, tnlsss otherilse fioled.)
Test Substance Name LotiBatch Number
Praject Mao & Chaesa - GLP-Effioasy Tesling, e0042-109 ’ __y_Baloh 2250-08
Proleot Mao * ™"~ 33 - GLP-Efficacy Tasting, 0042 Balch 2260-00 .
Testing att far certiffad Himit (L.CL) for the hardest- ta-km virus on your lébel Is required forr reg.'slmﬂon
Product Description
I Quaternary ammonia 0 Peracetic acld O Sodlutn hypochlarlte
0 lodophor I Peroxlde O Other
Approximato Test Substance Active Concen  ‘on {upon submlssion to Accurafus Lab Services):
0.912%
(Thig value (s used for neulrafizafion planning only. ms value is not infended fo reprasent chiaracterfzallon velues.)
Storage Conditlons Hazards
[ Room Temperature Q None known: Use Standard Precautions
a zs°C il Materief Safety Date Sheet, Altached for each product
Q Other ] As Fallows:
Product Preparation
0O Nodilullon required, Use as recelved (RTU)
@ *Dilution(s) o be tested: Tl qasserl - c'x'
1:53 3% defined as e aini + . —=48603ml
(example: 1 oz/gallon) (amount of test subsfance)  (amount of diluent)

0 Delonlzed Water {Filter or Autoclave Stetllized)
0 Tap Water (Filter or Autoclave Sterlfized) - All tap water Is softened; 1he water hardness for the batch of tap
water used will be determined and reported.
A ACAG Synthstic Hard Water; 400  PPM
Q Other
*Note: An equivalent diluffon may be made unless offierwise requested by the Sponsor,

Test Virus: __. Influonza B virus

Exposure Tims: 6 minutes

Exposure Temperature: M Reom temperature (to bo based on regulatory agency of submissian)
Q Olher; °C (please speclfy range)

Directions for application of aerosol/spray produsts:
¥ Spray Instructions are not applicable,

Trigger spray application;
O Spray canlers using 3 sprays, or until thoraughly wet, et a distance of 6 to B inchas,
01 Spray carriers using sprays at a distance of fo inchesfcm. (clrcls one)
Aerasol spray application;
1 Spray carrlers for saconds, or until thoroughly wet, & a distance of to inches/om.

Organlc Soll Load
0 1% fetal bovine sarum {minfmum level that can be tested)
&1 6% fetal bovine serum
Q Other,

Number of Carriers to ba Testad
One (typlcal for U.S. EPA submisslon)
Q Flve (required for broad-spectrum viruoldal claims for Health Canada submission)

@) DMk 15 1123 D IS Op 2019
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SPRAY BOTTLES USED IN TESTING (sec iy agg]lcable for spray prodycts)

To enstire expacted lovals of product 86 Guy .. 8d, 4 s tecoinmanded ihal the Sponsor provide-the spray bolilas

ussd In tesling. Please indlcata the desired source rofthe sprayar bolttes usad in tasting:

0O Sprayer(s) and bollla(s) are provided by the Sponsor

0 Genetal purpose spray batlle(s) are to tié provided by Accuratus Lab Services

a Thg spray nozzle(s) are provided by the Sponsor and gérieral purpose beittiels) will be provided by Accuratus
Lab Senvices

REGULATORY AGENCY(S) THAT MAY REVIEW DATA

M US.EPA

0 Health Canada

O Therapeutlc Goods Administration (Ausirallan TGA)

O  Not appllcable - For internalfother use only (Efficacy result will be bassd on LS, EPA requlrements)

COMI™ "“NCE

Study « »e performed under EPA Good Laboratory Practice regulations (40 CFR Pait 160} and In accordanice to

standard operallng procedures.

I Yes

0 No (Non-GLP or Davelopment Study)

PROTOCOL MOBDIFICATIONS

8. Approved without modifigation

& Approved: with modlfication
d Tt

PROTOCOL ATTACHMENTS

Supplemental Information Form Attached - &7 Yes O No

TEST SUBSTANCE SHIPMENT STATUS

{This ssclion Is for Informatfona!  purposes only.)

@ Test Substance Is o safitat Accuralus Lab Sarvices.

O Test Substance has haeg or will be shipped to Acturatus Lab Services,
" Dale of expected recelpt at Acevratus Lab Services; .-
O Texst Substance o be hand-deflverad (must arrive by noon at least one day prior to testing or other
arrangements made with the Siudy director),

TESTING FACILITY MANAGEMENT VERIFICATION OF 40 CFR PART 160 SUBPART B (160.31(Dj}

Identity, strength, purity, and uniformity, as applicable, of the test lots has been or will be complsted prior to efficacy
tesfing: M Yes 0O No* O Mot required, Non-GLP testing requested

If yes, testing was or will ba performed follow(ng 40 GFR Part 180 GLP regulations: & Yes O No*
Ontlonal informstion to complete as epglloable:
@ A Certiflcate of Analysis (C of A} may be provided for each |ot of fest substahce, If provided, the
G of A will be appended to the reporl.
@ Testing has been or will be conducted under protogo! or study #:

__REK01080118.CHR.1

Stabllity testing of the formulatlon has been or wili be complated prier to or concurrant with efficacy testing:
1 Yes 01 No* OO Mot required, Non-GLP testing raguested ,

If yas, testing wae or will be performed following 40 CFR Part 160 GLP regulations: B Yes O No”

Qpllonal information to complels as cable:
0 Testing has heen.or will be condusted under protocol or study #

*Ftesling Informatlan ts not provided or is not performed following GLP regufations, this will be Indiceted In the GLP
compliance staterment of the final repor, .
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PROPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS
I A® SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN I$ TO BE
f._. IODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES.

APPROVAL SIGNATURES
SPONSOR:
NAME: Ms. Kelly Whilehea v TITLE; ResearchAssoclate

sonsne_ Doy N R e

PHONE:__{201) 4}@-’77‘{35’

For confidentiafity putposes, study Inforration will be refeased only to the sponsot/ropresentative signing the
protocol (abova) unfass other ndividuals are specifically authorized in wiiting to recelve study Informafion.

Other individuals authorired fo receiva Information regarding this study: 0 See Attachad

Accuratus Lab Services:

NAME: _. N\Nﬂ b ML “

Study Dirsclor

SlGNF\TURE‘.l ; \-@ L, 0 - NJM‘J . DATE: )t) -—{{.;-{_5;

¢/ @iddy Dlrector
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